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Ahzantive (aflibercept)

O6bw nperneg Ha Ahzantive n ocHoBaHus 3a pa3spewaBaHe B EC

KakBo npeacrasnsisa Ahzantive n 3a kakBo ce nsnonssa?

Ahzantive e nekapcTBo, KOETO Ce M3MOoM3Ba 3a SlIeYeHMe Ha Bb3PACTHU CbC:

e ,BraxHa" ¢opMa Ha Bb3pacToBOOOYCNOBEHA AereHepauns Ha Makynata (BAM) — 3abonsBaHe,
KOeTo 3acsira LieHTpanHaTta 4yacT Ha peTuHaTta (HapeyeHa MaKyna) B 3agHaTta 4yacT Ha OKOTO.
BnaxHaTta ¢opma Ha BIM ce npuyumHsaBa OT XopougasHa HeoBacKynapusaumsa (HEHOPMasiHO
npopacTBaHe Ha KPbBOHOCHM CbAOBE MoA MaKy/faTta), OT KOSITO MOXE Aa M3Teye TEYHOCT N KPbB U
[a ce NPUYUHM NoayBaHe;

e HApYLUEHO 3peHMe, AbJ/HKALLO0 Ce Ha OTOK Ha MakynaTa (noaysaHe) cnep 6/10KMpaHe Ha OCHOBHaTa
BeHa, NpeHacsLa KpbB OT peTuHaTa (M3BECTHO KaTo OKJ1y3Ms Ha LeHTpasiHaTa peTuHaslHa BeHa,
OUPB), nnn Ha pa3k/IOHEeHMS Ha NO-Manku BeHU (M3BECTHO KaTo OKJ1Y3US Ha pa3K/OHEeHUS Ha
peTuHanHu seHn, OPPB);

° HapyLweHO 3peHne, Ab/XKallo Ce Ha OTOK Ha MaKynaTta, Npu4nHeH oT AMaGET;

e HapyLWeHO 3peHune, Ab/Kalo ce Ha XopouaanHa HeoBacKyapmsaumsa ¢ Mmonusa (Texka gopma Ha
KbCOrneacTBo, NPU KOATO O4YHaTa ab6bnka npoAb/iXkagea Aa pacTe U cTaBa No-AbAra, 0TKOKOTO e
HOpPMa’sHo).

Ahzantive cbabpa akTMBHOTO BellectBo adhnmbepuent (aflibercept) n e ,6monogobHo" nekapcTso.
ToBa o3HayaBa, 4ye Ahzantive e MHoro nogobeH Ha Apyro 6MONOrMUYHO NekapcTeo (,pedepeHTHO
NeKkapcTBo"), KOeTo Beye e paspelleHo 3a ynotpeba B EC. PedepeHTHOTO nekapcTBo Ha Ahzantive e
Eylea. 3a noseue nHdopmMaLmsi OTHOCHO BMONOAOBHUTE NIeKapCTBa BMXTE AOKYMEHTa TUM ,,BbAPOCU U
oTroBopu" TyK.

Kak ce manonssa Ahzantive?

Ahzantive ce npegnara noa opmaTta Ha PakoHW, CbAbpPXalUn pa3TBOpP 3a UHTPaBUTPEasTHa NHXEKLNS
(MHXeKUuMs B CTBKIOBMAHOTO TA10 — refioobpasHaTa Te4YHOCT B 0KOTO). OTnycka ce no siekapcko
npeanucaHue n Tpabea ga ce npunaara OT fiekap CNeumanmcT € ONUT B NPUIOXKEHMNETO Ha
WHTPaBUTPEasTHN UHXEKLWUU.
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Ahzantive ce npunara 4pe3 UHXeKunda B 3aCErHaToTo OKO, KaTto npu HeobxoaAnMOoCT ce noBTap4 Ha
MHTepBanu oT eAnH MeceLl Wn rnoseve. Yectotata Ha NPUIOXKEHNE HA UHXEKUUNTE 3aBUCK OT
NeKyBaHOTO 3abonsBaHe v NOB/NSIBAHETO Ha NaUMEHTa OT JIEYEHUETO.

3a noseue MHGOPMALIMA OTHOCHO yrnoTpebaTta Ha Ahzantive BMXTe NUCTOBKaTa UK Ce CBbPXETe C
BalLMAa nekap unmn dapmMauesT.

Kak peictBa Ahzantive?

AkTuBHOTO BewecTtBo B Ahzantive, adnmnbepuent (aflibercept), e nskycrseHo paspaboTeH NMpoTeENH,
KOWTO e Cb3fajeH Aa Ce NMPUKpPens KbM BeELLECTBO, Hape4yeHo CbAOB eHAOTeNleH pacTexeH gakTop A
(VEGF-A), n pa 6nokunpa edpektute My. Moxe Aa ce CBbp3Ba U C ApPYrM NPOTEUHU, HAaNpuMep
nnaueHTHus pacrtexeH daktop (PIGF). VEGF-A n PIGF oTroBapsiT 3a CTUMY/IMPaHETO Ha HEHOPMaJTHOTO
npopacTBaHe Ha KPbBOHOCHM CbAOBE Npu NaumeHTu ¢ BM, onpeneneHu BuaoBe OTOK Ha MaKysaTta U
MUOMMYHa XopouaasiHa HeoBackynapusauus. Kato 6nokupa tesu gaktopun, adhnmbepuent Hamansea
NpopacTBaHETO Ha HEHOPMasIHW KPbBOHOCHM CbAOBE M KOHTPOMMpPa U3TMUYAHETO M OTOKa.

KakBu nonsm ot Ahzantive ca ycraHoBeHM B npoy4yBaHusaTa?

B nabopaTtopHuTe npoyuBaHus, cpaBHsBawm Ahzantive ¢ Eylea, e noka3aHo, Ye aKTUBHOTO BeLLECTBO B
Ahzantive e MHoro nogo6Ho Ha ToBa B Eylea no cTpykTypa, uMctota n 6nonormyHa akTMBHOCT.
MpoyyBaHUATa NoKa3BaT CbLLO, Y€ NpunaraHeTo Ha Ahzantive Boan A0 CXOAHM HMBA Ha aKTUBHOTO
BeLLeCTBO B OpraHmM3aMa KaTo npu npunaraHe Ha Eylea.

OcBeH TOBa B npoyyBaHe, o6xBawawo 434 naumeHTn c BnaxxHa BM, e nokasaHo, 4ye Ahzantive e cbL0
TONKoBa edekTuBeH, konkoTo Eylea. B ToBa npoyuBaHe cpeaHUAT 6poli 6yKBU, KOUTO NaLUeEHTUTE
MoraT Aa pa3no3HasT Npu cTaHAapTeH OYeH TecCT cnej 8 ceaMuUM Ha nedveHune, ce nogobpsiea ¢ okono 7
6ykBu B rpynata Ha Ahzantive n c 6 6yksu B rpynata Ha Eylea.

Tbi kaTo Ahzantive e ,6uononobHO™ nekapcTBo, NpoyyBaHUATa 3a edeKTMBHOCTTa Ha adnmbepuenT,
nposeneHu ¢ Eylea, He e Hy>xHO ga 6baaTt noBTapsiHm 3a Ahzantive.

KakBu ca puckoBeTte, cBbp3aHu ¢ Ahzantive?

BesonacHocTTa Ha Ahzantive e oLeHeHa U Bb3 OCHOBa Ha BCUYKW W3BbPLUEHWN NMPOYYBaAHUS CE CUUTA, Ye
HeXeNaHuTe peakuuun OT JIEKapCTBOTO Ca CPaBHUMMU C Te3u Npu pedepeHTHOTO fekapcTeo Eylea.

3a MbAHUSA CNUCBK Ha HeXenaHuTe peakuuu u orpaHmndeHusaTa npu Ahzantive BuxTe nMcroBkaTa.

Hali-uectnte HexenaHu peakumn npu acdnmnbepuenT (KOMTO MOXe Aa 3acerHaT nosedye oT 1 Ha 20
naumeHTn), ca KOHIOHKTUBaNHa xeMoparus (KbpBeHe OT MaJikuTe KpbBOHOCHM CbAOBE Ha MSACTOTO Ha
WHXXEKTUPaHe Ha NMOBBbPXHOCTTA Ha OKOTO), PeTUHANEH KPbBOU3/MB (KbpBEHE B 3a4HaTa 4acT Ha
OKOTO), HapyLlleHo 3peHune, 60osKa B OKOTO, OT/NIENBaHE Ha CTbKIOBUAHOTO TS0 (OTNenBaHe Ha
noAobHOTO Ha >Xesle BeLWecTBO B OKOTO), KaTapakTa (MOTbMHSABaHe Ha newaTta), MbTHUHU B
CTbK/IOBMAHOTO TS0 (Manku 4acTUuM UK NeTHa B 3pEHNETO) M MOBULLEHO BbTPEOYHO HansiraHe
(noBMLWEHO HansraHe B OKOTO).

Cepuno3HnNTE HEeXeNnaHn peakummn, CBbp3aHu C MHXeEKTUpaHeTo (HacTbnuaM B Npoy4YBaHUSaTa Npu no-
Masiko oT 1 Ha okosio 2000 MHXeKUUM), BKIOUBAT c/enoTta, eHaodTanMuT (Texka nHbekums mnm
Bb3MajsieHne Ha BbTpeLllHaTa 4yacT Ha OKOTO), KaTapakTa, MoBMLIEHO BbTPEOUYHO HansraHe, KbpBeHe Ha
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CTbKIOBMAHOTO TS0 (KbpBeHe B NOAOOGHOTO Ha XKefe BELWeCcTBO B OKOTO, NPUYNHABALLO BpeMEHHa
3aryba Ha 3peHMeTo) 1 oT/enBaHe Ha CTbKAOBUAHOTO TA/I0 MM Ha peTuHaTa.

Ahzantive He TpF|6Ba Aa ce npwunara npu nauneHTn, KonMTto nMmat nianm 3a KOUTo Ce npeagnosiara, 4e nmat
OYHU NN OKOJZTIOOYHM MHCDEKLI,MM (VIHd)eKLI,VIVI BbB WUJIN OKOJ10 OLIVITE), KaKTO U Npn NauneEHTN C TEXKO
BbTPEOYHO Bb3MNasiEHNE.

3auwo Ahzantive e pa3speweH 3a ynorpeba B EC?

EBponelickaTa areHuus no fiekapcTeaTta pelmn, Ye B CbOTBETCTBUE C U3NCKkBaHuaTa Ha EC 0THOCHO
6uononobHuTe nekapcrea Ahzantive nma mMHoro nogobHa Ha Eylea cTpykTypa, ynctota u 6monornyHa
aKTUBHOCT M Ce pasnpejens B OpraHM3Ma no Cblims HauyuMH. OCBeH TOBa B NMpoy4YBaHe Mpu naumeHTun C
BnaxHa BIM e nokasaHo, ye Ahzantive u Eylea ca ekBnBasnieHTHM Mo OTHOWeEHKe Ha 6e3onacHocTTa n
edeKTMBHOCTTa 3a TOBa NoKa3saHue.

Bcuuku Te3n gaHHM ce cumTaT 3a A0CTaTb4HM, 3a Aa ce 3akntouu, ye Ahzantive we MMa cblunte edekTm
kaTo Eylea 3a pa3speweHnte ynotpebu. Mopaam ToBa AreHumnsTa cumTa, Ye KakTo npu Eylea, nonsute ot
ynoTtpebaTta Ha Ahzantive npeBulaBaT yCTaHOBEHUTE PUCKOBE M TO3U NPOAYKT MOXe Aa 6bae paspelueH
3a ynoTtpeba B EC.

KakBu Mepku ce npeanpuemMart, 3a fa ce rapaHTupa 6e3onacHata m
edexkTnBHa ynotpeba Ha Ahzantive?

dupmaTta, KoaTo npeanara Ahzantive, Wwe npegoctasy MHGOPMAUMOHHN MaKeTU 3a NaUUEHTUTE, 3a Aa
ce NMoAroTBAT 3a SleYeHUEeTo, la pa3rno3HaBaT CEPUO3HUTE HeXeNlaHu peakumu 1 aa 3HaaT Kora Tpsibea
[la NoTbPCAT CreLHa nomoLy, oT nekap. CblLLo Taka dupMaTa Lie oCUrypu matepuanu 3a fekapuTte, 3a Aa
ce cBefaT A0 MUMHUMYM PUCKOBETE, CBbP3aHW C MHXEKUUSITa B OKOTO.

MpenopbKkKTe U NpeanasHUTE Mepku 3a besonacHaTa u edekTMBHa ynoTpeba Ha Ahzantive, kouTo
cnenBa [Aa ce CnassaT OT MeAULMHCKUTE CNeuunanncT U nauneHTUTe, ca BK/IOYEHM CbLLO B KpaTKaTa
XapaKTepucTMKa Ha NpoayKTa U B IMCTOBKaATA.

KakTo npu BCUYKM nekapcTBa, AaHHUTE BbB Bpb3Ka € ynotpebaTta Ha Ahzantive HenpekbcHaTo ce
npocneassaT. CboblleHnTe HeXenaHn peakumn, cBbp3aHu ¢ ynotpebaTta Ha Ahzantive, BHMMaTenHo ce
oLEeHsBaT M ce NpeanpuemMaT BCUMYKM HeobXoANMN MEpKU 3a 3aliuTa Ha nauueHTuTe.

OdonbnHutenHa nHcdopmayma 3a Ahzantive:

Ahzantive nonyuyaBa pa3speweHue 3a ynotpeba, sanuaHo B EC, Ha <paTa Ha u3gaBaHe Ha
paspeleHneTo 3a ynotpeba>.

JonbnHutenHa nHdopmaumnsa 3a Ahzantive MoxeTe Aa HaMmepuTe Ha yebcailiTa Ha AreHuusTa:
ema.europa.eu/medicines/human/EPAR/Ahzantive
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